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Creating an Abbreviated FDA Approval Pathway for Follow-On
Biologics (FOBs)
Health insurers and patients are increasingly concerned about ensuring access to lifesaving biotechnology-derived drugs. Congress is considering legislation to develop an
abbreviated pathway for the approval of follow-on-biological products at the Food and
Drug Administration.
NVCA believes an abbreviated approval pathway for FOBs must include rigorous
regulatory standards to ensure patient safety, demonstrate effectiveness, and protect
innovator intellectual property rights.
Venture capital (VC) investment is the backbone of the biotechnology industry. VC
investment in the life science space continues to grow, and represents 31% of all venture
capital investment. In 2007, over $5 billion was invested in biotech start-up companies,
which is an all time record for annual venture capital investment. In contrast to the small
molecule pharmaceutical industry, the biotechnology industry is still an emerging
industry, largely composed of small biotech start-up companies.
Nearly all major discovery and innovation in biologics is funded today by the venture
capital industry, in the form of research and development start-up companies.
Because the estimated average cost of bringing a new biological drug to market exceeds
$800 million and the entire drug, discovery, development, and review process can take
approximately 15 years to complete, biotech start-ups have difficulty accessing bank
financing or other traditionally more stable sources of funding, and are thus dependent on
venture capital investing.
The nature of venture capital is to take on risk, but also to mitigate it to the greatest extent
possible. By utilizing scientific and technological expertise and connections with
industry, venture capitalists can manage much of the scientific and technological risk
from early-stage investments. However, if there are not adequate intellectual property
protections to offset the substantial regulatory risks for commercialization of an innovator
product, VCs may shift funds away from an investment that could be the next
breakthrough treatment for a major disease. In other words, any follow-on biologic
legislation without a minimum of 12 years of data exclusivity will adversely affect this
risk/reward equation and drive venture capital dollars away from funding the
development of biotechnology.

NVCA also believes an abbreviated approval pathway for biosimilars or follow-on
biologics must include rigorous regulatory standards to assure patient safety, demonstrate
product effectiveness, and protect innovator intellectual property rights. Failure to enact
such appropriate safeguards will adversely impact patient access to lifesaving medicine.
NVCA supports S. 1695, the Biologics Price Competition and Innovation Act of 2007,
H.R. 5629, the Pathway for Biosimilars Act and H.R. 1956, the Patient Protection and
Innovative Biologics Medicines Act provide the appropriate balance between ensuring
patient access to safe and affordable treatments while maintaining adequate protections
for biotechnology innovators to foster continued advancement in the life sciences sector.

